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May 28, 1998

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “C” Street SW
Washington, DC 20204

Section 403(r)(6) Notification

Dear Sir or Madam:

In accordance with the requirement of section 403(r)(6) of the Federal Food,
Drug and Cosmetic Act, Leiner Health Products notifies the FDA that it has
begun using the following phrase and statement:

Prostate Health

European men have supplemented their diets with saw palmetto for

many years. Clinical research indicates that regular use of saw

palmetto provides phytonutrients that may help maintain a healthy
prostate.

on the following product:

YourLife@ Saw Palmetto

The above phrase and statement will also be used on the private label accounts
listed on the following page.
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The following private label accounts use the structure/function phrase and
statement on the previous page

Albertson’s
Bi-Mart
Caldor
Cvs
Drug Emporium
Duane Reade
Eckerd
Fred Meyer
Full Value
Hannaford
HEB
Health Pride
Leader
Meijer
Nature’s Origin
Osco

Quality Care
Perfect Choice
Rite Aid
Safeway
Save-On
Schnuck’s
Shaw’s
Smith’s
Snyder
Shop-Ko
Western Family
Sam’s Club
Venture
Walgreens
Wegman’s
Winn Dixie

Very truly yours,

FLein ~ Health Pjoducts

,/”
/’” Gale Bensussen, President

cc: Michael Bradley, Director of Regulatory Affairs
William Cochran, Regulatory Affairs Associate


